Baxter

January 2022

DIRECT HEALTHCARE PROFESSIONAL COMMUNICATION

Phoxilium 1.2mmol/I phosphate Solutions for haemodialysis/haemofiltration:
supply of non-UK labelled batches during the Covid-19 Pandemic

Dear Healthcare Professional,

Summary:

To ensure continuity in supply, Baxter Healthcare Limited has obtained approval from the
Medicines and Healthcare products Regulatory Agency (MHRA) to supply multi-lingual
packs intended for the French market.

Product Name Active ingredients UK Product | Replacement | Labelling Batch
and MA Code Product Code | Language Numbers
Number

Calcium chloride
dihydrate, magnesium

Phoxilium .

Lzmmay | e e
phosphate . L) 113637 113638 21J2811
potassium chloride, and

sodium hydrogen Dutch 21J2812
PLO0116/0708 ydroge
carbonate, disodium
phosphate

Please ensure all relevant staff are made aware of the content of this letter and that the
information is communicated to patients.

Please note the following:

e The replacement products are identical to product you will have already been
using. The bags are fully compatible with the continuous renal replacement
therapy (CRRT) systems on which you currently use Phoxilium.

e The only difference is the languages of the product information. A comparison
of the labelling is provided as an annex to this letter. The labels have key
similarities to those of the UK approved product:

o The product name is the same “Phoxilium”.

o The ink colour used to identify the product on the primary and carton
labels is the same green as UK Phoxilium

o The labelling format for presentation of ingredients amounts, chemical
formula etc.
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e Please ensure the UK Summary of Product Characteristics and package leaflet
for Phoxilium are followed. Both documents can be found on the Electronic
Medicines Compendium at the following link:
www.medicines.org.uk/emc/product/2140

Alternatively, copies of the Summary of Product Characteristics and package leaflet
can be obtained from Baxter Medical Information, details below. Copies of the UK
labelling can also be provided.

Do you need to do anything different when it comes to placing an order?

No, you order as you always would, using the normal product code. The substitution will
be done behind-the-scenes by Baxter Customer Services, once we receive your order.
You just need to make sure you communicate amongst your staff, so that they aware
that the product code they receive on the ICU, may be different to what they normally
expect.

You will be charged the same as for your normal product code.
Call for reporting

Healthcare professionals are asked to report suspected adverse reactions to the Yellow
Card Scheme electronically. Report via the website https://yellowcard.mhra.gov.uk/, the
free Yellow Card app available from the Apple App Store or Google Play Store, and some
clinical IT systems (EMIS, SystmOne, Vision, MiDatabank) for healthcare professionals.
Suspected side effects can also be reported by calling 0800 731 6789 for free.

When reporting please provide as much information as possible, including information
about medical history, any concomitant medication, onset timing, treatment dates, and
product brand name.

Adverse Events relating to Baxter products can also be reported direct to Baxter
Pharmacovigilance on 01635 206360, or by email to vigilanceuk@baxter.com.

Any drug product quality complaints (including suspected defective medicines) relating to
Baxter products can be reported directly to the Baxter Country Quality Assurance Team
on 01604 704603, or by email to UK_SHS_QA_ Complaints@baxter.com.

Company contact point

If you have any questions about this letter or require more information about Phoxilium,
please contact Baxter Medical Information on 01635 206345 or email
medinfo_uki@baxter.com.

Yours faithfully

ARG

Andrew Warburton
Business Unit Head - Acute Therapies
Baxter UK and Ireland
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Comparison Table of product labelling - UK vs replacement product
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UK Phoxilium

Product code 113637

Phoxilium FR/NL/DE language
Product code 113638

Bag Label - Front

UK/ IEI MT

PT

ES C.N 664358.5 CH

FRead e package leafet before Us2. Sterlle | POM
and free from bacteral endotoxins. Before use

check for leaks. Uise only If solufion Is clear and
practically free from particles. For single use anly.
Discard any unused solution Immediately afer use.
Not for direct Infusion: mix both compartments
befors use. Mix addifives bafor

Consultar ofolheto informativo antes de wilizar, Esténl | Leer

& e de endoioxinas bacteranas. Verllcar fugas.
S0 uflizar 52 3 £] limpida e lsenta ge

de utlizar este
Esténl y lbre de endotaxinas

parliculas vishets. Para Lillzagto Gnia, Reletar
qualquer salugo ndo uiilzada imediataments apos
ullzac;.!n Mao uflizar em perfusao direta: mistur,

bag to the exiracorporesl circult. Keep out of the

sight and reach of children. Batch No: s2e "LOT".
Iry gate: 5ee "EXFT. Read Me Paciage leanet for

shelf Iife of reconsiifuted product Store between +4°C

-+30°C. Do not refrigerate or freaze

UK: PL 001160708

[E: PA 2233/0530001

MT: M 1277703001

antes de uar. mnhmnr
osanlllm antea de ligar este saco ao circulto
extracorporal. Manter fora da vista @ do alcance
88 Ccriangas. N° de lofe: ver "LOT". Prazo oe
walldage: ver "EXP". Consultar o foiheto Informativo
a0 prazo de walklade do produto reconsbiula.
(CONBErvar entre +4°C & +30°C. Nio refrigerar ou
congalar. Medicamento sujelio a recelta medica
restiita

§132653

&l hay fugas. Utillzar s0l0 &l 13 soludon

esta yna
ringuna pariicula. Para un saky uso. Deceche foda

g hay

despues delermlnnn’:u usc. Mo wtillzer para
Infusidn directa. Antes ds usar, mezclar ambos
compartimentos. Mezclar loa adifivos anfes de
conectar esta bolsa al circulto extracorporeo.
Mantener fuara de Ia vista y del alcance de los
nifios. No. Loge: ver "LOT". Facha de caducidad:
wer "EXP". Para conacer el periodo de valldez del
producio una vez reconstiuldo, leer el prospecio.
Conservar a una femperatura enfre 4°C y 30°C Mo
refrigerar o congelar. MEDICAMENTO SUJETO A
PRESCRIPCION MEDICA.

1.2 HPO >

mmolll

phoXilium

4 K*

mmol/l

1.2 mmol/l Phosphate | Fosfato | Fosfato

B

For intra

Solution for haemodialysis/haemofiltration | Solugdo para hemodialise ou hemofiltragio |
Solucién para hemodialisis/emofiltracion

4750 m]

se andlor
B Fara uso intravenoso yio hemodialisis

Esch 1000 mi contains | Cada 1000 mi confsm | Cada 1000mi contians:

| Para uso i elou hemodialise |

Bafore | Antes da

| Antss d 1a.

A B

‘Calcium chioride | Cloreto de calcio | Clomun de calcla, 2H,0

3680

chiorde | Clareto oe magnasio | Conra de magness, & H.0

2adg

‘Sodium chiorde | Cloreto de sodio | Cloruro de sodio

64dg

Potassium chionde | Cloreto o2 potasslo | CIonir o potsk

‘Sodlum hydrogen cambanate |

de sodio | ge sodio

0314g
FET

Disodium phosphate | Fostath alss08c0 | FosTalo dsoco, 2 .0

03259

Ofher |

|Dtms

$mall compartment & | Com|

aluste do pH) | Agua

pequenc
Compartimento A paquefio: Water far Injectians, nyummoﬂn ackd
{for pH agjustment) | Agua para Injetavels, (para

@ compartment B | Compartimento grande B |
‘Comparfimento B grande: Water for Injections, carban dixige (for

| Agua para Injetavels, ditkido de carbono (para

3 g]HIHedanJVqlapﬂ'a preparaciones nyectables, ditkina de

para ajuste de pH)

carband (par sjuste de pH)

Atter | &pts a

| Daspuss de la A-B

Tar Mg

Ha* cr

HCO, K HPO,”

mmoln 1.25 [

140 153

30 4 12

tedrica: 233 mOsmv|

ating nobgar | Trbus a N0 Mercaao |
IEMTIPTIES: Baxier Holding B.V., Koballweg 45, 3542 CE Utrecht, Nethertands | Holanda

Titwlar:

UK: Baxier Healthcare Lio. Caxton Way, Thetford, Norfolk, IP24 35E, United Kingdam
ES: Representante Local Autorizada: Baxter, 5.L., Poligone Indusinial sectar 14, Cf Pouet de Camiio n°2, 46394 Ribarmoja del Turla, Valencia, Espafia

Product No.: 113637 5000 ml
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FR|LU|BE

BE | AT

WL | BE

Lirz 12 natice avan ulllisabon. Sierke ot exemgte
d'endotoxines bacténiennes. Veriter integrie de
FEmDaIage aVant ulsa00n. Numlser que &
‘solustion est impide et exempte ge partcules. A

& Les quantiiés da solsfan nan utilsées.
doivant ire jetees Immedistement 3prés ampiol
Me pas Injectsr dirsctsment: melanger les deux
compartiments avant utilksation. Malanger s
‘additifs avant da connecter cetts poche au circult
axtracorporel. Tenlr hors de |2 vua st de la portés
e enfants. Lire 13 notice concamant (3 duree de
canservation de i@ sokution reconstiuée. No. de lot:
volr “iat"_ A utlliser avant voir “exp”. Conserver enire
+4°C &1 +30°C. Ne pas metire au ramgérateur, Ne pas
cangeler. FR: Médicament soumls 4 prescription
nospitallére. Meédicament autorise n.: 34009 354
45777

Explolant- BAXTER SAS, Immeubie Beriaz, 4 bis
fug de Ia Redoute, TA2E0 Guyancourt, FRANCE
BE: Médicamant soumis & prsscription medicals
BE340915

Lu: 084

Packurgsoeliage baacnten. Sienl und fred van

Var der. g auf
Ungichguelten (DErpIOTEN. NUr KI3re Und partkemels
LEsungen verwenden. Nur zum einmallgen Gebrauch.
Restitsung umgehand nach Gabrauch verwerien
Hicht zur dirskten Infuslon: Vor der Anwendung
dis belden Kammern mischen. Zusatze vor
gem AnacnilEEen Olesss Butels an den
exfrakomporalen Kralslauf zumischen. Arznelmittel
fiir Kindsr unzuganglich aufbewshran_ Sezigich
der Verwendbarkeit der gebravchsfertigen Lisung
beachien Se bite die Ch.-5.: skhe

Lees voor het gebrulk 0 DljSuller. Stenel en |

wan bacteriéie endoioxinen. Voor geonuk op lekken
contmieren. NiSt gEDIUIKEN 12NZI) Be Opiossing Nelger
s €N &r nageneq peen Zwevenss desiiies te zien
2ijn. URshstend voor senmailg gebeulk. Nist gebrulids
wioaistof dient te worden weggagoald. NI

directs Infuzle: Voor gebrulk ds Inhoud van belds
compartimenten mengen. Meng toevoegingsn
wooraleer de zak wordt verbonden met het
sxiracorporals circult. Bulten hst zicht sn bersik
wan kinderen houdsn. Lees de blsiulier voor de

“iot". Verwendbar bis: slehe “exp”. Phowilium Zwischen
«4°C und +30°C Iagem. Nicht Im Kinischrank iagem

odar einfrieren

AT: mmpt und apathekenpfiichiig Z Nr. 1-28450

BE: Verschralbungspfilchitig SE340518

van het o product
Lotnummer. zie 7ot". Ullerste gebniksdatum: Ze
“exp”. Bewaren fussen -4°C en +30°C. Niet n de
koelkast of de vriazer bewaren
m_ UR RVG 101528

Gensssmitdel op mediach voorschrif.
BES-WBIS

1,2 HPO

4 K*

mmolil mmoli
X. I .
1,2 mmol/l phosphate | Phosphat | fosfaat
Solution pour h lysefhé | Himodiak 5
250 ml vaer .
Voie i i etiou hémodialyse | bse Anwendung undioder
Voor il enlof hemodialy
4750 mil
5000 ml

Formule pour 1000 mi | 1000 mi Losung snthattan | Elke 1000 mi bevat:

Avant reconstitution | Vor der MISChUNg | VOOT samenvoegen
Chiorure de calcium | | 2HO 3589
Chionure de ] 1 6HO Zaig
Chiorure de sodium | G4dg
Chiorure de potassium | Kalumchiord KH\LN(MIDI‘DE 03149
de sodlum | 2329
Phosphate disodique Nmumonmﬂm@umm (Ph. Eur.) | Dinatriumfosfaat, 2 H,0 D2esg|
Autres | Sonstige | Ander stoffan:

Petit compartimant A | Klsine Kammer A | Uit het kising
compartiment A: Ea pour praparations Injectanles, acide
chiomydrique (pour 3justement du pH) | Wasser fur

Grand compartiment B | Groke Kammer B | Uit het grote
mmpnrhmnl B: Eau pour préparations Injectabies, dioxyde de

Salzsaure (zur Anpassung des pr-Werts) |

Kohiendiouid (zUr Anpassung Ses pH-Weris) | Watsr voor Injecties,

s pH] | Wassar far

WWtEr VDOT INjeCties, ZDUTTULT (VoOT ph- {voar pi
apres | Mach der |Na gen, &+ B
ca® [T Na* cr HCo” K* HPOF
mmaoln 125 [ 140 1159 30 4 1.2
theorique | | 233 mosmil
Titulaira |

Baxter Holding B.V., Kobakweg 49, 3542CE Utracht, Mieeriande | Nederiand | Pays-Sas
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Liste | - Uniguement sur ordonnance

CRIEEAET

Product No.: 112638




Baxter

UK Phoxilium
Product code 113637

Phoxilium FR/NL/DE language
Product code 113638

Bag Label - Reverse

Open seal Abra o selo

v v

Abrir sello

b

DOs700040
Reav. 2014-04

Ouvrir la soudure pelable

Der Trennnaht &ffnen

v v

Open de lashaad

v

DO5700050
Rev. 2000-12

Code Specific Carton Label

HH 1.2 mmol/l Phosphate |
p h OXI I I U m Fosfato | Fosfato

250 ml

Solution for haemodialysis/haemofiltration | Solugéo para hemodialise ou hemofiltragéo |
suluclon para hemodlaIlsls/hemofllnaclon

4750 ml use and/or is | Para uso ir elou ialise |
Para uso il ylo

C.N 664

6499

470006 85

Each 1000 ml contains | Cada 1000 ml contém | Cada 1000ml contiene:

Before itution | Antes da ao | Antes de la

Calcium chloride | Cloreto de calcio | Cloruro de calcio, 2 H,0

Magnesium chioride | Cloreto de magnésio | Cloruro de magnesio, 6 H,0

Sodium chloride | Cloreto de sédio | Cloruro de sodio

K| any unused solution mmediately after use. Not

Read the package leaflet before use. Before use

check for leaks. Use only if solution is clear and

practicalyfree from partcles. For single use orly. Discard
or airect

infusion: mix both compartments before use. Read

package leaflet for shelf e of reconstiuted product Store

between +4°C — +30°C. Do not refrigerate or freeze.

Uk: PL 00ttcl0708

I3 MT: MA 1277/03001

Potassium chloride | Cloreto de potassio | Cloruro de potasio
Sodium hydrogen carbonate | Bicarbonato de sédio | Bicarbonato de sodio

Disodium phosphate | Fosfato dissodico | Fosfato disédico, 2 H.O

Other ingredients | Qutros | Otros

Small compartment A | Compartimento pequeno Large compartment B | Compartimento grande
A | Compartimento A pequeno: Water for B | Compartimento B grande: Water for injections,
injections, hydrochloric acid (for pH adjustment) | carbon dioxide (for pH adjustment) | Agua para
Agua pala injetaveis, acido cloridrico (para ajuste injetaveis, dioxido de carbono (para ajuste do pH)
a para preparaciones inyectables, | Agua para preparaciones inyectables, diéxido de

do
cito Clorhidits (para aiste 46 p carbono (para ajuste de p

After T itution | Apés a | Después de la reconstitucion, A+ B

Consultar o folheto informativo antes de utiizar. Verificar
fugas. So utilizar se a solugdo estiver limpida e isenta de
particulas visiveis. Para utllizago nica, Rejeitar qualquer
solugao nao utilizada imediatamente apos utilizago.

No utilizar em perfusio direta: Misturar ambos os
compartimentos antes de usar. Consultar o folhelo
infommativo quanio 3o prazo de validade do prod
reconiiido. Consenar entre +4°C & +30°C, Nao refrigerar
ou congelar. Medicamento sujeito a receita madica restht
5192653

C.N 664998.50H
Leer el prospecto antes de utilizar este medicamento.
Compruebe si hay fugas. Utiizar solo si la solucion esta

Ca?* Mg Na* cr HCo~ K HPO >

mmol/l 1.25 0.6 140 115.9 30 4 12

Theoretical osmolarity | Osmolaridade teérica | Osmolaridad teérica: 293 mOsm/|

Product No.: 113637 Marketing authorisation holder | Titular da autorizacio de introducdo
no mercado | Titular de la autorizacion de comercializacién: IE/IMT/PT/ES:

y no se observa practicamente ninguna
particuta, Para un Sl us0. Deseche (0Ga SoUGHN que no
se haya Utilizado inmediatamente después de terminado

su uso. No utilizar para infusion directa. Antes de

usar, mezclar ambos compartimentos. Para conocer

el periodo de validez del producto una vez reconstiui,
lesr el prospecto Consenvar a una lemperalura enlre 4°C

S5 C R reigerar d eonguir. MEDICAMENTG SUJETOA
PRESCRIPCION MEDICA Uso hospitalario.

Baxter Holding B.V., Kobaltweg 49, 3542 CE Utrecht, Netherlands | Holanda

Batch No |
1V de ote | Lote UK: Baxter Healthcare Ltd, Caxton Way, Thetford, Norfolk, IP24 3SE, UK

07-06-00-1074

ES: Representante Local Autorizado: Baxter, S.L., Poligono industrial sector 14, C/ Pouet de Camilo n°2, 46394 Ribarroja del Turia, Valencia, Espaiia

Fecha de caducidad.

Baxter

07-06-00-1526

1,2 mmol/l phosphate |

2snAm| p h OXI I I u m P_hosph_at |.fos_faa}

Solutlun poul e T y

und/oder

4750 ml v<_>_..

en/of

Formule pour 1000 ml | 1000 mi L6sung enthalten | Elke 1000 ml bevat:

Avant ion | Vor der | voor g A B

Lirelanotceavar ufisaion Veier intégrié do embaloge
avantusation, N tiiser que i 3 solsion e impice
de particules. A usage unique, Les quantités o scion
non uilszes donent e etces mmeciatement pres emplo. Ne
pas injecter anger les deux

ut e i nofioe concemant i durée
Consenvation e Ia soution reconsiite. Gonserver entre +4°C
et +30°C. Ne pas mettre au réfrigérateur. Ne pas congeler. FR:
Médicament soumis a prescription hospitaliére. Liste |
Exploitant: BAXTER SAS, Immeuble Berioz, 4 bisrue de
Ia Redoute, 78280 Guyancourt, FRAN
toried vos 300G 304 467 77

Chilorure de calcium | Calciumchlorid | Calciumchioride, 2 H,O

Chiorure de ésium | id | M ide, 6 H,0 2449

BE: Médicament soumis & prescription médicale

BE340916 LU: 2009050021051 7084
P beachten. Vl)r der Ar\wendllng auf

L ur klare

Chlorure de sodium | Natri id | Natriumchioride 6449

Chlorure de | Kali id | 03149

Losungen verwenden Nurzum emma\lgen Gebrauch.
ach Gebrauch verwerfen. Nicht

Bil de sodium | Natriumny L 2929

Phosphate disedigue | (Ph. Eur.) | Di i 2H.0 02259

Autres | Sonstige | Andere stoffen:

Petit compartiment A | Kleine Kammer A | Uithet | Grand compartiment B | GroBe Kammer B | Uit
Kleine compartiment A: Eau pour preparations hel grete compartiment B: Eau pour préparations
. acide cf que (pour . dioxyde de carbune (pour a]uslemem

2ur direkion Intusion: Vor der Anwendung die beiden
Kammern mischen. Beziglich der Verwendbarkeit

der gebrauchsfertigen Losung beachten Sie bitte die

Pachungsbeilage, Phoriium 2wischen +4°C und +30°C

lagem. Nicht im Kahlschrank lagern oder einfrieren

AT: Rezept- und apothekenpflichtig Z. Nr. 1-28490

BE: Verschreibungspflichtig BE340916

Lees voor het gebru\k de bijsluiter. Voor gebruik 2]: lekken

ebruiken tenzi) de oplossing helder

pH) | Wasser fur Injeklionszwecke, Salzsaure (zur du pH) | Wasser fiir
Anpassung des pH-Werts) | Water voor injecties, (zur Anpassung des pH-Werts) | Water voor injecties,

zoutzuur (voor pH-aanpassing). (voor pH-

Aprés i | Nach der Z g|Na gen, A+ B

ca* Mg Na* cr HCO,” K- HPO,

isen ernagenoeg ‘geen zwevende deellies fe zien zijn.
Uitsluitend voor eenmalig gebruik. Niet gebruikte vioeistof
dient te worden we%?egno\d Niet voor directe infusie:
Voor gebruik de inhoud van beide compartimenten
mengen. Lees de b.,sluner voor de houdbaarheid van het
Bewaren tussen +4°C en +30°C.

mmol/| 1,25 06 140 1159 30 4 1.2

Osmolarité théorique | Theoretische Osmolaritit | Berekende osmolariteit: 293 mosm/l

Product No.: 113638

No.delot | Ch-B. |
Lotnummer.

Titulaire | Ph:umazeullsnhel Unternehmer | Farmaceutische
vergunninghouder:

Baxter Holding B.V., “Kobal altweg 49, 3542CE Utrecht,
Niederlande | Nederland | Pays-Bas

A utiiser avant |
Verwendbar bis |
Uiterste gebruiksdatum:

Baxter

uct
Niet in de koell kas| of de vriezer bewaren_
NL: U.R. RVG 101928

BE: Geneesmiddel op medisch voorschrift. BE340916

RESPECTER LES DOSES PRESCRITES

Liste | - Uniquement sur ordonnance

07-06-00-1073

07-06-00-1465




